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A AT SRIE S AR ERY (MP %) M FRMERSIRIT I HAE & G E T e
BRI 0 22 AV R (B HR YT BRG] T B0t — Ml — A L EiRIT R B A 2
A B R R HIRIT

B R

A it T 2 R O VR P A P O R R BRI E AE AS R T  b 2ad —
FIGIT o FH T IZ0E BOAE 1) 2 4 A7 R e R ok B L Ah— IR E 0 BRAE V6 T 5 52 A 10 2 240 it E 0
(K8 TR R 7T (L D PRIRER T D, iR = B o B B 0 I PR AT 98 s

[#4% ]
3.5mg
[HZHE]
A TR S e 2, NS S BT
REWITHE R B RS

KIERS D IREZE A O RIR B TIRITE, T 3~5 BANAEKHETE. G197 6
JA sk 1), 39 AMNTRE. R 1M TN, BES TAM 2 R CGE 1L 4. 80 11,
22, 25, 29M132 R) o EH S~O9TREN, BRASTAMS 1 (B 1. 8. 228 29°K) o X
a2 /D IAIRG 72 /NI

Rl REWRITIIZ RN E O B H R 2577 %

FRABFTARMHAR (BL-4NMTFE)

)5 1 2 3 4 5 6
N £ FBIHE |5 EHE|E|E
1 4 [ 8 [11 | KRB | 22| 25 | 29 | 32 | #REHH
(1.3mg/m?) K N ES K| K| K| XK
Xkt
(9mg/m?) ER R
1 |121(3] 4 WEH | - | - | - | - | /KRB
wetn NP ES
(60mg/m?)

BASTARE K (FE5-IMTHE)
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)5 1 2 3 4 5 6
EN) L
1| - |- -] %8k | REHW | FH22Kk | 29Kk | KEH
(1.3mg/m?) BN
Xzt
(9mg/m?) A
112 [3]4 PR B3 - -- PRI
- EU/N ISP ES
(60mg/m?)

A 5RIEC. REREKEIRIT IR E IR

K GREE . REMBKEIRTHREITIITZ 0T, BERATE LT %A

o IM/PRITFEN>70%x10°/L , ANC M>1.0x10°/L

o ARIMBEABEVENIFE R 1 BRI KT

R 2 AREREE. REMBKEIHTIFEIRE

B

Fol R B IR 4 24

I7HE IR LR 1

o UIRAERT— N7 AR N BN HF L 42 h MR
ol /i B N B AR D /D i
i afi

o WHRAETAMYUHE (BREFIRIN A/ MRITEL
<30x10°/LELANC<0.75%10°%L

o WIRAEATTREAEIKIEH T A (2%

ZRAIT WIS 25230, BB R 1R G 253697 1
A5 252K

% B AE Ja — T REI D RIE B R 125%.

S5 FH A it o

RLAE Ja — 7 R PR AR — A K (AN1.3mg/m?
F % Img/m?, (& M Img/m2fF40.7mg/m?)

3% Je LA BRI AR g

15 P A il L B B MR RO 22 1 R i K
Wa, UK —MAEAKFE (A13mg/m? 2
Img/m?, B Img/m?fEZ0.7mg/m?) FHITF4H
AEIRTT o XTS5 AT IS R 2 1k R A B
JERRR T, PTARYE R 3 Frn B 5 SO R A T

SIE=R
ﬁlio

ESEETIt Yt NIEEPS RV SN TR N SR e

RN Z R BE B E MR K EM Rk SR EE
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Y
BITHERE A &

A b I HERE S RO RS 1.3me/m?, BRJEVESR 2 Ik, EEES 2 A (RIZESS 1. 4. 8
AL RESD 552510 K (RPAAEE 12 258 21 KD &

3JEN LATHRE, PIRG A 2/ 72 /NS

KT 8 AMTREMIRELEVEIR T, AIiEhriE T R 2. M TEANZ RIEEEEREE,
WATDUZAE ] 1 IRGH) . BSR4 4 FRERr % (B 1. 8. 15122 °R) , FJE/2 13 K
REW (F23F835K) .

T HE DL BT R R T

YRAATAT 3 HARMA E ST 4 R EE AR TR R |,
REEEARSIGYT . — HEMIEIRG R M, v LIRS KEYT, SR> 25% (5.
1.3mg/m* MK F] 1.0mg/m?; 1.0mg/m? FFHKE] 0.7mg/m?) . W EH KL SR BIBIT A R
G PO BRSNS, @GR N R N R EIATIATT, IR B AR B
SRR IE B A E R R T R . A ™ E H EWERE S EOR WU AT R .
REFH AR EH BRI, GRS 75 Al A

R 30 HRE SRR RN E AR B J) I BB Bl e 5 A I A7 (1 771 R ) 2

Je] Bl 295 A RE PR AMAAIE F) 7™ R P * P R
U g CHAEIR s S 5 0 B0 IR LB S O 3 | At
K, AEAFRECE IReEk
1 BEAPREGE 2 90 CPEDER; TRMHE | FIEMEE 1.0mg/m? BORE A i 16T 77 R BN

58 (ADL) SZFR) ** 1.3mg/m? &) 11K
2 WAEAPIRECE 3 & (CHEDER: AEMEHE | BHEARMMGEIT, BREIFWHERER SRS AR
W5 (ADL) %Z[| **+) fRIT, FIRMEE 0.7mg/m?, &S 11K,

425 CFEfE XA BIHEITMWIELE | RS RIT

* ARAE NCIH W& AR CTCAE v 4.0 40445

*x T B ADL: R, MLERY) . oIS, BIA5E,

ok GILE ADL: RIBVEER. FRMMA. A, wn. W2 HIETRENR.
FFThRetntn B
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B2 D Re 0 A AN 7 R B G 0 B I N AR HE R AT . B R D Re R A A
AR S B AEFE N E N 0.7mg/m?, FRAE EE 56— AN EHImT 32 1, BE S A T 5=
£ 1.0mg/m’ B — L E R 0.5mg/m’.

R 4 IR B AR 467 R R

P 2
4 2T SGOT (AST) K @%ﬂiﬁéginggm (=3
<1.0x ULN > ULN AR
B
> 1.0x~1.5x ULN URRGIKED AR
| > 1.5x~3x ULN AEAE MR R EREE
0.7mg/m?. MR EE W21, b5
FRE | >3x ULN (T (RIv6 T 77 G N 2 1.0mg/m? Bt —
%% 0.5mg/m?.
455 SGOT = MiEA S E M
AST = RARIRB LS
ULN =1E#1{E /) _E R

5 TheREHR A5 B B

A ER R BN 1A B3 B THRE AR FE (52, 0B ThRE 1543 1) 28 3 T 75 R B A iy
7. BT BN SFRRA S K, M ZEENT 4 WG B T AR M.
RS WARTN

A S AR AR K SE TR AR G (E 3~5 AP Py iEad b e i ik 545 B AN R B K ), B S A
VESH 0.9% S AL BN TR E -
[(FRKRR]
BORBUMETR T 2 VB R B T K S 25 24 B I R B AN R B A 2

TE = TG PR TR - 7 AR TEHERE TR 1.3mg/m? N 97 R0R & 4, 45— TR ML
Hu FERAA NS B TGS (M34101-039) , VBT 669 B4 1~3 &IRYT ] K BiHEIG L2 K&
BRI, IR, JFRE. 20 AL, JRYT 202 1A S EEZ I 2 MRy Hik
BRI R ) 3 (M34100-025) 5 — IUPPANAS St - 2OBE Y 11 B0k e, X K
M2 R R R A A 1.0mg/m? 58 1.3mg/m? 3597 (M34100-024) , XL hfE —
2Ry R BUL S R AR R BUE K .

R 5 RN B R EEIRE 2 A B A T Y1 XU 393 R X 6 o A s AN R b
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MedDRA RS #EE 434 P
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)
M ARFIE RGBT
MR i 115 (35%) 97 (43%)
il 87 (26%) 74 (32%)
HH PR 24 gk 2 i 62 (19%) 55 (24%)
20 L9/ i 24 (7%) 15 (7%)
N 0N 15 (5%) 11 (5%)
A I 24H 93/ R 2 (<1%) 6 (3%)
R AR HH R 20 Bk R 1 (<1%) 1 (<1%)
O ERS B R
DR 4 (1%) 2 (<1%)
IR BUBL 9 (3%) 17 (7%)
Iz 6 (2%) 2 (<1%)
TSES 5 (2%) 4 (2%)
O 773 A R AR B, L TR L O ) 7 (2%) 8 (4%)
Jiti 7K fie 6 (2%) 3 (1%)
DY © 1 (<1%) -
BT H IR A2 0 = S A BT B 1 (<1%) -
L5 hE) 1 (<1%) -
INYIpuES 3 (<1%) 1 (<1%)
B Rk B BB
W i, 52 437 1 (<1%) 1 (<1%)
IR 2% B 5R
WAL i 9 (3%) 25 (11%)
8 FEL R A AR R Uk 14 (4%) 7 (3%)
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I

MedDRA RS #EE 434
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)
B R G 5R
(& 140 (42%) 97 (43%)
J5ii5 190 (57%) 116 (51%)
BRI 190 (57%) 145 (64%)
HIX IH: 117 (35%) 82 (36%)
B W IE NG, TR bR Ak 80 (24%) 48 (21%)
HHAR 32 (10%) 30 (13%)
W 5 2 25 (8%) 19 (8%)
BRI 10 (3%) 1 (<1%)
B 2 (<1%) 4 (2%)
JEAK 14 (4%) 13 (6%)
1 98 0 s it 2 24 (%) 10 (4%)
PR PR X 4 (1%) 5(2%)
B i i (B Ry AkiE) b 7 (2%) 3 (1%)
L i (L3 W PR RRYS) 7 (2%) 3 (1%)
oI 2 (<1%) 1 (<1%)
FX 3 (<1%) 2 (<1%)
YA TE H 1 1 (<1%) -
A If1L 1 (<1%) -
I i B I 3 (<1%) -
JRRIE A 5 BEL 1 (<1%) 2 (<1%)
£ B ROR A S AL & S RL
% SRS 201 (61%) 149 (65%)
-FE 55 40 (12%) 44 (19%)
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I

MedDRA RS #EE 434
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)
Kz 140 (42%) 118 (52%)
- 5 12 (4%) 9 (4%)
-ANid 13 (4%) 22 (10%)
R 116 (35%) 82 (36%)
FEHL 37 (11%) 27 (12%)
S 35 (11%) 27 (12%)
LSRR ST 21 (6%) 5 (2%)
1 Jr8 26 (8%) 16 (7%)
T SRR AN A RN 1 (<1%) 1 (<1%)
TSR K 2 1 (<1%) 1 (<1%)
IR G
re IR AT 2% ILE 1 (<1%) -
JH- Ty Re o 46 5 3 (<1%) 2 (<1%)
2 (<1%) £
JHF % M34101-040 izt -
By
B RGITR
25 MR U B 1 (<1%) 1 (<1%)
RYAR G
IR 3 R 26 (8%) 41 (18%)
ELH 58 45 (14%) 17 (7%)
I W I R I 5 S 48 (15%) 29 (13%)
TR ¢ © 21 (6%) 23 (10%)
ARSI R 2 B2 X I R U 1) 42 (13%) 26 (11%)
X2 [ov2 25 (8%) 13 (6%)
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I

MedDRA RS #EE 434
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)
XARER 26 (8%) 6 (3%)
WRIEZ 5 s MR 4 (1%) 1 (<1%)
BER 14 (4%) 15 (7%)
A % 6 (2%) 2 (<1%)
1 R 6 (2%) 3 (1%)
JRIE IR G 13 (4%) 14 (6%)
=PRSS 10 (3%) 6 (3%)
U ILE AR TUAE © 9 (3%) 9 (4%)
=E)70 7 (2%)
B, FERTARIFRE
T A ORI RORE 7 (2%) 8 (4%)
BRIE
ALT F+iH 3 (<1%) 10 (4%)
AST FHi= 5(2%) 12 (5%)
i ol TR I T v 6 2%) 8 (4%)
GGT Jtm 1 (<1%) 4 (2%)
AR BB TR IBR
S E Ny 112 (34%) 99 (43%)
Jit 7K 24 (7%) 42 (18%)
5 I BEAE 5 (2%) 16 (7%)
I TR RE 7 (2%) 4 (2%)
A e 8 (2%) 18 (8%)
JUL P B B AN 45 S AL B
Ji A4 g8 50 (15%) 59 (26%)
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I

MedDRA RS #EE 434
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)
WLJm 39 (12%) 32 (14%)
KR 45 (14%) 60 (26%)
R AR SR R (RS RLE )
2 (<1%) £
i IR VR A 4 A IE M34101-040 it
By
WERGER
JE Rl 29 A% ¢ 120 (36%) 84 (37%)
TR S i R B AR 91 (27%) 53 (23%)
ki, MR 45 (14%) 48 (21%)
I 85 (26%) 63 (28%)
W o 0 17 (5%) 29 (13%)
Z RYEE A 9 (3%) 1 (<1%)
=K 8 (2%) 17 (7%)
5k 4 (1%)
=R 2 (<1%)
UNTRISS 2 (<1%)
KB IR A
FEI& 31 (9%) 32 (14%)
B RN PR R GEB R
453495 1 5 v 21 (6%) 21 (9%)
HEFR H A 2 (1%) 3 (1%)
IR 5 (2%) 4 (2%)
i 21 (6%) 23 (10%)
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MedDRA RS #EE 434 P
M34100-039 | M34100-024/025
HIEARTE
(N=331) (N=228?)

A 70 (21%) 39 (17%)
I PR xfe 65 (20%) 50 (22%)
7 SIS AR e 21 (6%) 18 (8%)
i s R 4 (1%) 9 (4%)
R 4 (1%) 14 (6%)
n% IfiL 3 (<1%) 2 (<1%)

BBk B B2 T SR
BeoE, WIREAIRPENE, ZLBEME, WORTREAT A0 A R
I A 98 I 61 (18%) 47 (21%)
FHRZ 7 (2%) 5 (2%)

1 59k B R
i I 20 (6%) 27 (12%)
AARASE /L ST AR 0 14 (4%) 8 (4%)
P 1 6 (2%) 7 (3%)
I L 1f. 1 (<1%)

* T 228 44 EE RS AR S BT DN 1.3 mg/m?

RRER S CIARRAE S

¢ —IUA EL 1.3mg/m? HEFE R EIRYT 2 KB SR AT T, B R B 4 By TIEEE TS R

M34101-039 14532 el S ZE KA 5 o 17 AL

¢ GFEE MedDRA HLT “JHEMEHA (A5r3 7 THIA HEARE

ORI 2 Rk B IR R K S 45 24 00 BE B2 R 45 25 (i PR TR AN R

04 4k

FAnp=m)

AE— T3 T 331 PR B8 VAN ARt B2 R 4R 27 HERE 1) 1.3mg/m® IR 2 A1 Rk
R —WHE 222 44 B R 2 A BERE S8 AT (0 B2 45 20T U DR SR 48 25 (I BE L. X

EERPN
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R 6: LEFRIIKIEST 2 2500 L B R IES 20 2530 7 BRI 22 K kB e 1) T 3 PR 1k 36 v
= 10% BEME ALY R Y

BikEN S BT ENSEY
(N=74) (N=147)

MedDRA RZi#%E K Seny TS M0 (%) it TS Hn (%)
HIEARTE n (%) 3 >4 n (%) 3 >4
LY 93 B2 R GRS 0

i 26 (35) | 6 ( 8 0 53 (36) [14 (10) | 4 ( 3)

SE) oV %dna 16 (22) | 4 (5 1 C1) [29C200 [9 C6) 0

SRR A Vi OV T 20 (27) [10 C14) | 3 (4> [42 (29 [22 (15 | 4 (3

R4 27 (36) [ 8 C11) | 6 (8 |52(35 [12(8 | 7(5
B W RS 5w

[ 8 1) 0 0 503 (1 CD 0

EETE 8 (11 0 0 3 (2) 0 0

e R 115 [ 1 CD 0 21 (14 |1 C D 0

[ 27(36) |3 C4) |1 CD 3524 |2 CD [ 1CD

il 14 (19 0 0 27 (18) 0 0

M - 12 (16) 0 1 CD |17C12) |3 (2 0
4 B P 45 2 AL & ol S R

zh 14 C19 [ 4 (5 0 23 (16) |3 (2 0

i 15 €200 [ 3 (4 0 17 C12) | 3 C2) 0

R 12 C(16) 0 0 28 (19) 0 0
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R 2 7C9 [ 1CD 0 16 C11) |2 C D 0
AR KB TR RIRR

BT 7C9 0 0 14 (10D 0 0
LA B A 45 0 AL 23 B0

JEAR IR 8 (11D |2 (3) 0 8 (5 |1 CD 0
2 RAEBIH

SN 8 (11D 0 0 503 0 0

PR PE PR 17 (23 |7 C9 0 35 (24) | 5C3) 0

i R i e 2 A 36 (49) [10 (14> | 1 C 1) |51 (35 | 7C5 0
R RS

SRR 8 (1) 0 0 18 (12) 0 0
MR R BRI R

Rz 9 (12) |2 (3 0 1nmen [ 2D 0

e DUV 2 E NBUE N BT SRR < ait” ORI E 25
PARFAH 328 NBAE o3 BEE SRR 2 AT ) 205

BIRFBIKE N 4525 5 BT R 2530 T I Bk 2 s EEUR Rl FRE RS TENMA

TP R AR ZEHEL 10% K 2594 R RV .

R T FEIRIT BRI Z RN BB A WL IG T, Sk S 2530 T A5 B N R 256 )T

IR DR AERAZE>10% MY RN, FZ 8 E PO & 80 257028

Bk 4R 2

(N=74)

FTEHGEE

(N=147)

MedDRA R4i8eE K

B2, n (%)

B2, n (%)

MedDRA =i AR

TEAE

G>3 Disc

TEAE

G=>3 Disc
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G >3 RonEtE 9> 3;

Disc #7515 FAE I TE 254 o

TEAEZRIRIAYT o I BLIIAS RS0t

ATEAEWFTA 21k & 73 (99) |52 (70) [20 (27) (140 (95) | 84 (57) |33 (22)
B W RS 5RR

JEVS  CRRUMERISRRAN) (27 (36) |4 C5) |1 C 1) (35 (24) | 3 (2 1CD

B A (MR (14 (19 0 0 9 ( 6) 1CD 0

SRS
e B PR A4 25 B % S

JRE 55K 20 (39 |7 C9 |1 C1) |40 (27D | 6 (4) |2 C 1D
RGN G

bR TE IR G 19 (260 | 2 3) 0 20 (14) 0 0
P R AFTR

J R 22 9 AR 39 (53) [12 (16) |10 (14) (56 (38) | 9 ( 6 9 (6
P ARE B LAE

B2 NP B KA 3 ek b EFMERIETT TR BRI 25 RN IR R AR SR B
k2B Z34HAK 13% (N 57% 5F 70%) » 5305 A 8 1 Eu ] L s ik 2 25 400K 5% (22% X

27%) o« HRHEE (FFHN 24% K EHEHN 36%) <

B A (RN 6%

VAN 19%) « BIPIRES (R THAN 27% XEFEAE N 39%) « EFFRIERG: (F TN4HAN

14% X EEAN 26%) LR JHEMEZEHRZ R A5

(R NH A 38% Xt N 53%)

FIER AR, B TFHEETHMR 12%~15%. BAob, 3 9% UL E5 1 0 Bl 20 22 1) &
AR RN A B ERE AR 10% (B2 NN 6% STEHEAN 16%) i K & B 4 4895 A2 i 452 24
HIEEBI 2 F4H (5%) ELEREAH (12%) 1K 8%.

6% EE MG R R HI T RHARKN, 2HNKRL. RG24 (1%) 3%
WG A BN X TR S NG 1R, 1 BIRLL. X R VAR S EGTE
HE, a6k (hAH0 FEHIHIER.
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STRHIE KA PR 8 H TR T

23

TREAGETAEKERARFIRITRIERNZ KSR EE T, 20 10%EHFREH
ARZAR N (MMY-2036 BF5%)

R 8: > 10%EFIME FIAMAYIA R R AZ (MMY-2036 il 571)

A5 ERIT (MMY-2036)
B
Hit 3 >4
GriTEE: wAVENEE, HBH 130
KA RRIZAEEH, n (%) 126 (97)
MedDRA R Zi#8 B 732K
HIEARE
MAEAIH R GEER
IR ks i 71 (55) 19 (15) 14 (11)
Nl 48 (37) 5(4) 1 (1)
Hh MR 41 ek 2 i 23 (18) 9 (7) 0
F1 4 i 9 /D i 20 (15) 5(4) 0
RS RS
55 45 (35) 9 (7) 0
{5 36 (28) 0 0
Ty 14 (11) 0 0
& S HEBR AN 2R 25 IR AL & Fh R BT
R 31 (24) 2(2) 0
T 71 29 (22) 6 (5) 0
Bz 21 (16) 0 0
AN JE 7K 15 (12) 0 0
BPAR R
WP R 17 (13) 3(2) 1(1)
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& EIRIT (MMY-2036)

MR
At 3 >4
XRER 13 (10) 1(1) 0
MERGHR
J Rl A 220 22 (17) 4 (3) 0
JE EEl 25 13 (10) 3(2) 0
WRIRIE | 3 B YR
1% 95 15 (12) 1(1) 0
WP R 14 (11) 1(1) 0

B RE T E N BT
AR FAHBEMedDRASE 14.1 A AT .

T -
BREFIESON A B 3Rt T 4t

WFFEMMY-20369, XAk S T MmO A R4F, ™ EH 1% NCI CTCAER o 4T 5

A IR 45 2R )T R I 2 R B IR A T PR e 5

TRELE THZA NS IR (MMY-2045 B 5%) A NEBES RO L RIENE
Jifk (DOXIL-MMY-3001 W 50) 697 RN Z RIEEEER, 20 10%EE5HE AR R

SR o

F£9: BEILE E—¥RITHED 10%EEwRE) W7 AR HIMZAA BB, HE4E
FAl. RGBT HIERRESL, 2% (DOXIL-MMY-3001 i 72 A1 MMY -

2045 58D
BRE1RIT
A+ RZLEERE

Nk EfRFEE A fh + HEERAR
At 2o >3 Hit 2o >3 At 2o >3
n (%) n (%) n (%) n (%) n (%) n (%)

MR AN 318 318 163

RAEDIIIAS R NI 3218 301 (95) 314 (99) 154 (94)
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BREEIT

A+ RLWEERL

PN ] B RpiA A + M ZERA
it & >3 At P50 >3 it P50 >3
n (%) n (%) n (%) n (%) n (%) n (%)
MedDRARZi 48 & 432K
HEARE
B R4
fis 124 (39) 16 (5) 145 (46) 23 (7) 51 (31) 7 (4)
S 126 (40) 3(1) 154 (48) 8(3) 20 (12) 1(1)
ik 98 (31) 2(1) 99 (31) 3(1) 50 (31) 9 (6)
MR it 69 (22) 3(1) 101 (32) 13 (4) 11(7) 2(1)
1 58 11 (3) 1(<1) 56 (18) 7(2) 1(1) 0
2] 24 (8) 4 (1) 34 (11) 2(1) 11(7) 1(1)
M2 R GBI
Jii Bl £ 143 (45) 35(11) 133 (42) 22 (7) 79 (48) 23 (14)
PR VIR 63 (20) 14 (4) 54 (17) 9(3) 26 (16) 4(2)
DS 56 (18) 0 59 (19) 3(1) 9 (6) 0
TR S 31 (10) 0 41 (13) 1(<1) 22 (13) 2(1)
ke 26 (8) 4 (1) 32 (10) 4 (1) 14 (9) 0
& S HEBR AN 2R 25 ERAL FFh R BT
Wz 88 (28) 8(3) 115 (36) 22(7) 37 (23) 2(1)
KA 71 (22) 4(1) 100 (31) 4(1) 21 (13) 4(2)
7 56 (18) 12 (4) 71 (22) 19 (6) 33 (20) 2(1)
AN JE K 27 (8) 1(<1) 32 (10) 1(<1) 43 (26) 3(2)
M9 e B R GE B
IR i 89 (28) 53 (17) 106 (33) 76 (24) 61 (37) 28 (17)
Hh R 2 gk 2 i 71 (22) 51 (16) 114 (36) | 102 (32) 12 (7) 6 (4)
il 68 (21) 30 (9) 80 (25) 29 (9) 35(21) 16 (10)
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BREIRYT
i+ R _BERN
PN ] B RpiA A + M ZERA

it & >3 it P50 >3 it P50 >3

n (%) n (%) n (%) n (%) n (%) n (%)
RRYLRIR G4
QiINITb2 29 (9) 6 (2) 34 (11) 6(2) 16 (10) 1(1)
XRER 21(7) 3(1) 31 (10) 1(<1) 18 (11) 1(1)
IR R 33 (10) 3(1) 33 (10) 2 (1) 15 (9) 3(2)
JULPA B B R 45 R 4L S50
GEi 39 (12) 6(2) 39 (12) 4 (1) 25 (15) 2(D)
Ji A % 8 48 (15) 8 (3) 34 (11) 1(<1) 16 (10) 2(1)
KT 27 (8) 5(2) 34 (11) 1(<1) 14 (9) 1(1)
WERE . S R IR
W% K 38 (12) 0 58 (18) 0 26 (16) 1(1)
P PR e 28 (9) 10 (3) 34 (11) 3(1) 13 (8) 3(2)
R R E FFRITR
AR 50 (16) 1(<1) 83 (26) 8 (3) 9 (6) 0
BE A B T AR
F % 29 (9) 3(1) 48 (15) 2(1) 8 (5) 0
BRI
1 B AR 12 (4) 0 37 (12) 0 3(2) 0
R
EN i 43 (14) 2 (1) 35(11) 0 18 (11) 1(1)

TEFELLT EER A FEE . BN I EIE s . BRI IS S AN . ZHA.

T H o> AR A 32 10 B H o BEEAT T
AN R HEMedDRA 5 14, 1 A #E4T i

WEFEMMY 20455, X FAURE T EIO A RFF, H™EPOHZIRNCI CTCAEREE S 3EAT HoH e

5t

REVRTT 12 RN BE R R I R0 AN RS b

o4 ok

Zanp=u|
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NERII T A TIHTHETE AT, REIRTT R 340 012 K LB BER B, A

ES (1.3 mg/m?) & MP Bc&ITVE[3EEG (Omg/m?) FRJEFA (60mg/m?) )22 4P 5L

1 o

#10: FEARMEH MPECETHEREF, = 10%) 8 S a7 T H B0 5 2590H0 55 1)

AR FHA
AmEHAMP A MP 41
(n=340) (n=337)

MedDRAR G5 B 2 Mt FMER, n (%) Mt SR, n (%)
B

HIEARE n (%) 3 >4 n (%) 3 >4
LY FAE 2 R G TR

ML /NKR 9% /D SR 164 (48) 60 (18) 57(17) | 140(42) | 48(14) | 39(12)

Hh R 24 i k2 160 (47) 101 ( 30) 33(10) | 143(42) | 77(23) 42 (12)

iE

il 109 (32) 41 (12) 4(1) 156 (46) | 61(18) 18 ( 5)

140 s D g 108 (32) 64 (19) 8(2) 93(28) | 53(16) 11( 3)

IR EL 4 s/ i 78 (23) 46 (14) 17(5) 51(15) 26 ( 8) 7(2)
B M RG5R

S 134 (39) 10 ( 3) 0 70 (21) 1(<1) 0

JG s 119 (35) 19 ( 6) 2( 1) 20 ( 6) 1(<1) 0

MK it 87 (26) 13 ( 4) 0 41 (12) 2( 1) 0

oA 77 (23) 2( 1) 0 14 ( 4) 0 0

- HE 34 (10) 1(<1) 0 20 ( 6) 0 0
A RAIIR

JE [l b 22 9 A 156 (46) 42 (12) 2(D 4(C 1 0 0

PRI 117 (34) 27( 8) 2( 1D 1(<1) 0 0

B S B 42 (12) 6(2) 0 4(1) 0 0
4 S VB0 AN 25 25 30T & b S R

W= 85 (25) 19 ( 6) 2( 1) 48 (14) 4(1) 0

55 54 (16) 18 ( 5) 0 23(7) 3( 1) 0

R 53 (16) 4(1) 0 19 ( 6) 1(<1) 1(<1)
&k g2 gu

RIS 39 (11) 11( 3) 0 9( 3) 4(1) 0
A BB TR R

ErAOREE 64 ( 19) 6(2) 0 19 ( 6) 0 0
Rk B B2 R SR B R

22 38 (11) 2( 1) 0 7(2) 0 0
R PR PR AG
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A& HAMP A MP 4
(n=340) (n=337)
MedDRAZR G H 4 Mt FMER, n (%) Mt FMEEH, n (%)
B
HIEARTE n (%) 3 >4 n (%) 3 >4
PN 35 (10) 1(<1) 21( 6) 0
HRIEIZ s 55 FBOE

B A W 25 FE G A P AR it (4 (6 4 T U R T IR T - £ IR TE R AT i 2
RIUEEREEET, 5 MPRTAME, #REZENEREARMSGH MP AL &5 o T

(I3AI0N 4% 14%) o A SEH MPIRTTAS, 26%M EFH L2 T HUREIR, ERE2

TR PEGUR R TT 1B AR K AE RN 17%, RS T PEUR 367 1B oA

3%

TERZIRYT I BIE A B BEREAE 1 2 AV B B B 2 R e S (1.3mg/m®) )5,
A RES AR A RUR SRR AN R RS F R R . /£ MMY-3003 50 H1, 410 B2 AMBE £
F LR IERIRIT RS S 411 ZHZKBEN. 2 LR MH IR RTT 1 S 3T
XFEEs £E IFM2005-01 fF 58T, 239 282 A dh ARG B FEKFA TR IT (M 858 5 239 B2 KA
Bk 2 LR A FERRATR T M B AT X LG 7E MMY-3010 R 70 A, 130 443652 A Bk
EVDSLE I FERAN VR IT IR 126 4485200 SEE AN ZERAR VR YT IR R AT X L
FRE=TIH AR (MMY3003. IFM2005-01 F1 MMY3010) 5 ER R OL FibAT, R &R AT

FUAS B A PR T35 5 44

o

R 11 HIRWIRAERZ10%K0ET7 T I 25 B OB A A

A& ANERA G
(N=779) (N=776)
MedDRA RZi#E K it NS, ()| B [ BMESS n (%)
HIEAE n (%) 2 >3 n (%) 2 >3
HIAS BB BT 52k 715 (92) 679 (88)
B RS 5m
e il 242 (31) | 89(11) | 10(1) | 214(28) | 67(9) | 8(1)
B 215(28) | 71(9) | 22(3) | 206(27) |77 (10)| 9(1)
fEE 133(17) | 29(4) | 23(3) | 110(14) | 26(3) | 6(1)
MK 1t 95(12) | 30(4) | 18(2) | 87(11) |35(5) | 6(1)
ML RAEE
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i Bl o 2 A 14719 | 3 [200)| 54 |1 4
R 101(13) | 243) [ 11 ()| 80@10) |15@2) | 2(<1)
Ji R SR e 22 0 A 101 (13) | 41(5) | 19(2) 55(7) 13(2) | 1(<D)
3L 64(8) | 233) | 4() | 760100 [233) | 1(<1)

G S HEBIR AN 2 24 B AL 2l L

W 158(20) | 50(6) | 21(3) | 161(21) [68(9) | 21(3)
R 153200 | 56(7) [ 25(3) | 15920) |40(5) | 36(5)
159 110(14) | 334 |16 | 91(12) [33@) | 10(D)
LA B2 R LB

LN R i 23931 | 54 [63®) | 17122 [273) | 273)
i 21127) [95(12) [ 55(7) | 222(29) [108 (14) 77 (10)
12 R 196 (25) | 51(7) [109(14) 206 (27) | 53(7) [120 (15)
RS 86(11) | 50(6) | 243) | 18 | 9() | 5D
R BB FRRRR

5 LB 122(16) | 46(6) | 26(3) | 138(18) | 46(6) | 31 (@)
4y 100(13) | 2(<D) [29@) | 820D | 6() | 1202
MR RS

SRR 96 (12) | 32 (4) ‘ 6 (1) | 82 (11) ‘30(4)‘ 6 (1)

£ DARRELAZE N 7 BE SRR ALI 1 7 2
P B A /D — RS BSOS K 32 1808 NBOH SR R AR, AR S 4L
A R 32 MedDRASE 13 I MUAS AT 35

T [ R AN ROV

BEIUER R R IR T 10 22 KM BB R ORI UL T 41450 o [, o206 e BEHL 2>
AR EREMPIGITAL, 21518 AMPIRYT 4. TRAN 7 b E B H ARG P 2
PIRHRAS RFAF

F® 12: HEBELERTT IS 4RI A B4

MP 4 A H MP A
h [E JEEEN Hh [ JEEEN
MedDRA 4t 48 5 709 n=21 n=337 n=20 n=340
RITH IR R FARRZIRE B
#H n(%) 21 (100) 326 (97) 20 (100) 338 (99)
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ML R R 9 18 (86) 259 (77D 20 (100D 279 (82)
COIERS B R 3 (14 48 (14) 3 (15 59 (17
JeRME S B s i MR 0 0 0 1 (<D
Lk S 0 18 (5) 0 38 (11)
W 43Uk R G 0 2 (D 1 (5 10 (3
AR 28 B 50 0 28 (8) 1 (5 73 21)
B & G 9 (43) 185 (55) 18 (90) 262 (77D
G B PR L 25 2 AL A O 8 (38) 199 (59) 16 (80) 239 (70D
JHFH R G 2 (10 27 (8) 5 (25 31 (9
T IE RGN 1 (5 6 (2) 0 5D
G R AR G 10 (48) 182 (54) 13 (65) 234 (69)
FRII PE AT ARIFRAE 0 40 (12) 0 40 (12)
AN A 2 (10) 21 (6) 1 (5 32 (9)
PR S8 IR 6 (29) 124 (37) 10 (50) 159 (47)
JUL PR 5% AR 6 4 2H 23 5 (24) 151 (45) 7 (35) 172 (51)
RAE S PEAIR WA ) iR (L

EE SR IBSA)) 0 4 (1) 0 7 (2)
L RGURTR 4 (19 122 (36) 13 (65) 253 (74)
R A5 e 1 4 (19 76 (23) 0 112 (33)
B IR PR 2R G 4 (19 62 (18) 2 (10D 54 (16)
A TH B G SRR 1 (5 15 (4) 1 (5 21 (6)
WP R G 1 S AR5 5 24 123 (36) 8 (40) 133 (39)
B R B Je T HH AR 95 1 (5 80 (24) 8 (40) 140 (41)
BRTFAR B RIT A 0 3(D 0 7 (2
M 5 EE S BR 1 (5 69 (20D 6 (30) 112 (33)
R B 20 B bk B2 R e PR AR A RSB L 2

FE—T0 11 #HIR PR 70 5 (M34103-053)3F40 T 155 B & K )& 41 B otk 087 B 3 12 52 A 1Y)

(]

|

HEFEFR R 1.3mg/m? 9224, A Sh7E B A0 I 08 S8 3 Th O SR e A P S 78 22 A1 R I
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FWEBIRAEL. 7E_ERP AR PR RO, 2 AV B RS R A LA )
BOARE AR VERLA B E . UL SO IX AR BE TS A M R R, TR
IR ELR B AR DR R B 2 A . BB AR T 2 AV R R

EiEak
LA_E i ARG T ORI 5 (1, (EA I PR B 2 U A R R B A 3K 13

UTARKMPRAEZRZIETAS EHERERAAER . AR RNARYE R EMZEA:
IRE W (17100 5 F W (=1/100, H<1/10) ; /> H(=1/1000, H<1/100); ZFM.(=1/10000, H.
<1/1000); #%% W.(<1/10000, FFEAHIFFHEH]).

407N B AR BUAS RS SLEE AN BERS B DF 4 7 i PR 36 ANIALAT I Ak T 45 X A2
o FEAARR M RAR IS BRAT IR A0 T s (SR AR

R 13 EWEARRMRE

I B R SR
&) | 08 L Bt
LR T R
e B R NN
EV N e
T, EUEEE
I 58 B
FI | IR . MR, R
B RGER
e WS T 4 . BRI
b, T L
Ry R RS
I, VRN % . RIS
BN HEATVE 2 KEVE RN 1R
R RGN
T, LB P KB
W R IR B
MBRGER
. R N e L et
VR RS, MR PRI
. | AT MM . e
Bk B B F AR FBR
&=y FEREZLLLLE (Stevens- Johnson Syndrome) 1 75 11 2% Je IR BBV iR
I VR I T 4 2 B o (Sweet’s syndrome)

R, Rt BEETEAMIGITAE], &Y John Cunningham (JC) W%, SEEHTHZE
P0G 1 B AN AE T, LR SRS R W AN A
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X e W B H R A ) B A
[EREFE]

ISEAE A U R 254 A6 P 22 96 PO D A B TR P S L A S A ot ) T R 0 25 B 0
IMARHTHE (CBC) o ASCATUMBIZY), BCHIRS RN G, BT B AR LA B Pk .

A% ity B AT AME S R S T BOE T R R o R, R OUT TR RS, AR
PTES -

AL, RS TR T I A R S S A SIE O AR R RS BOVR YT T S B H AR .
o JHHMPAIRAL

A SRIT AT e SBUR B2 A (PND , RIS, (H WA el fE
Jo) BB A 22953 A 1) )™ BLAZ B A 220 AR AR 7

WL I B A AR (IR TF A R . PR E e B0 B B 20 AR AR 1) f
FEAS FAS SR 97 BT A A AR (3523 ) FTREINER o IS R o 2 R 2 e 5 AR
RER, AUl beRk. BT BEIR . B . NG, MAMEREZ ). R0
PO KR S 5 B RS R T e b, B R4 22 2 900% 2 /UL B JA B RR A A F A
HIR AN 24%, BRIKAZHH N 41% (p=0.0124) . N4 3 2% K 3 LA L1 J8 s 40 A8
IRAEZN 6%, MEITFHN 16% (p=0.0264) (K 7) . FILEFIKITS 5 R T ES P4
I R EEA MR b, R R 25T aRa 7 T O Jo 1Bl o 289 2l BB 4o 2209 72 o 1

B IR

AR R I BUH (1 A B A 2 A B IR N L, W] RE R B R B M IR VYT T R
PN B T4 253 A% . AE— A a0 SRR B 245767 2 R P BB R () TN ke v, BB 7
BIREE, 17 S1% 2 Z % 2 GUL 110 R Ao e A 6 i o5 o) R Ao 4 A2 AT T B0 2k
FE— T2 Rk B R 0 10ttt TR 2 e i AR TR Y B 3 0 K% LAE A AR 220 A2 1Y)
BFEPE 73%ME A S B R o 7R PRI TSR e AR o L A 2 AR (K
F AT IR I

o R/
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FERZGIRTT 20 PR IR 1K) TUYIA TR, R e CEAZVE SR P S R R ik 5t
AR ) IARZERN 11%E 12%. WIRRER MR RN R OHMEEH
R L IR B8 S BUR ML S A 25 8 i K, BB I AS St o AT RIS o 1 R 47 v 1 s 24
Y. ANBEAE P B 5 SRR A/ BN A A 22 25036 9T B AL A B PEAR I

o LR

A RA ST O EGRA,  FI/EUR A A0 S S LA BRI R S, Hoh e o e O
I I 73 K AR XU B S i 2R O AU R (R A iy o N A L S S 10 R0 3 B o M ) 2
BHATE VI . — TR 25367 2 A MR BB 1 LI o, B0 (A oK 2 5% o R R 1A
B 15%, HIZERIAH N 13%. PLLO I 5Eu CRPER KM O i3, 7o itk st
O TS KD B AR, 7308 5% 4%. AR QT TAIHIE K i) S 41,
{EB; SR TIIVATSE S8

o JHAERIA R

X A A ) s Y 2 e JEL T 24 0 (10 5 A T SRR RO 1) AR A S LI ST T e
w iR . e RHIEA RE A OHE AT & . MR MR R . e A, ik
BRI RE AR PR W I R PR S 1R B TR .
o JWIEEERIE

WA R R A0 RIS B ) Uk R i AR P P s R AR s A R A 2 TR
PEft 28 . R I PE A 2R IR F LR AE (ARDS) o« FRFA A LR EULIEN . H AN
EIRFA HIR A LEB B R o T B AR PP IR B PR A (0 R85, DR GE 2 W
INESEI

FE— Tl RS, 2 S R IR S 3 s B A2 KR (R 2g/m™) IR B
FRFELTE G P R AL R A B EKIBT A A 4E T ARDS 38T,

AR AN FEA 0 3 5™ F R ) R L I A O SR R Sl Bk e T R B 0 i
FORECINE, NGE AT 22 Wrir

o A SEERINHESE A IE (PRES)

A EIRTT B A B PRES. PRES 52— R UK. R fsts, nRBUVM
TAARAE L SR, B R SORBOHT . R DUS AL MRS . IRAR, R R
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MRI (WEIEHREG) 7T FHTUFSLiZi2 . HiBL PRES (MR # NAF A S . 84 PRES L EH
HFITHIGA SR )T 1) 2 A TSR .

o TREHE
P A 7 I S U 4 B
o NI/ R AR

% ity AT 5 R AL /NS RE T R L el D, 38R E RN T RR I A 11 R AL/ R B d
A, 7EF — AT RETFRAI K S B R 2R K o /N 5 AR R K A 3 o o 7 485 X7 0 2
R B TR A L A EEL R (AT S R R — B, I HAEAT — 48 2507 R R 2 3] R AL/
ok /D i A PR A0 ML ek D S PRI R o TE AR IR 24 T ST I/ AR O AT I . 2 /R
<25000/pL, Fif# V697 . O SAGAHKH B HEin i i ik, b3 R B 8 A I
FISCRFSTE o AE—THUAS fionf LU 28 KAR (R R 25 VR 97 2 R LB REJR IO 98 v, P38 /N 2K
BARME LI LR 40% . 1L/ (7™ B AR B 55 967 AT L RO R R A1 TR 14, HhZE
KA A ANBY B VoK AH B S AR RS (2340 ML, 20508 5% 4%

R 14 AL TR ffO0F I ZE KRR (Y T 30X 36 o /NSl ™ B R 5 9 T I /B T4

(PSR
Epxg:NIIRAN T gl BEAK /MR $r<10000/uL /MR 10000/pL~
(N=331) ** HIEE A (%) 25000/uL I EBEAE (%)
>75000/pL 309 8 (3%) 36 (12%)
>50000/uL ~<75000/pL 14 2 (14%) 11 (79%)
>10000/uL ~<50000/pL 7 1 (14%) 5(71%)

* [ /NRTTHECA 50000/uL A2 LR I6 1N 41 Ak R
el I E B8 5% (TN

FEREAE R0 T I B S bk EL 08 (83 b AT T — TUAS iy SR % & Bt ARG, 2%
ELEAMREFA (VER-CAP) BREVRITHIAT, 4R EIR VeR-CAP >4 il /MU REAS R 55
PR RN 32%, TR ZE P, B, ZRIE . KEFAIKRER (R-CHOP)
MY 2%. VcR-CAP 21 R-CHOP #H>3 Z¢ Hh IfiA R S4B R A2 5090108 1.7% (4 51 83
A 1.2% G HIEE) .

P 2H e 35 B R R I SRR T AE T . VeR-CAP AP L R4 248 (CNS) Hi 34,
1M R-CHOP #H A 1 4] CNS H 4. VeR-CAP 441 R-CHOP 47443 54 23%A1 3%
FdbAT 7 IR B
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VcR-CAP 1 R-CHOP ZH>4 2% v {47 4 B el 2 iE 19 & A2 3 53 3l 70% 1 52%,  VeR-
CAP ZF1 R-CHOP >4 27 ¢ #AviH: o 0L 40 B el 2 E 1 A2 2 03 N 5% A1 6% P 2H A 4351
H 78%FN 61%IH B #1252 T BV BT A F S R VR YT o

o BIEARFMF

A SR ITTRE S AL IGYE . [ERRANIK AL, A5 B R AL ik 2R RS 2R T .
AR BB LK, LA TS AT FEAR i o PR R 1 S A VR T R RE 1 SR I AT/ B S , RT
R FBE RIS 24 (R 15 it LA S B K o 275 R I SR AR R S B R IR B R

o JHIEVEIRLAAAL

DUONAS St 2 AR B VE 254, I o] LD R SRS MG, o] BE S IR il 23 S AL (1 I F
FNE o AEVRTT AL e I8 DA ) R85 AT IR P PR R B R P XS, o 2 %85 D7) M 0 M 88 R 3
RIDE 24 F ST 3 it o

o IR B

A 3 I T AR, A AT D e B R R P R R R 2N . MR AR A
YT I IO o AR AR 4 57 B ™ ) L

o AL ERAENLILAE ST

A GIENES . Sk®E. BEE BN . S I BRI B, AU B AR
BB -

o WHETILEAGERL.
[ZE KA E LR 2]
CEURIA AT 2%
B W A L AR A AR VR T ST TR [958 4 32 7

G R AT FE B A LR, R4 E R A 4 KR 0.075mg/kg  (0.5mg/m®) FIZK 4 0.05mg/kg
(0.6mg/m?) 5 552 e 156 77 B (B 5 oK AR P2 A R . R KL IR PR & 1.3mg/m?
—F ARmATED .
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TERE R E A MRARF RIES 0.05mg/kg (0.6mg/m?) , FILH B R PA G Rk
TR RIS IIRAARE I B K. FIRAIERARIGKFIE 1.3mg/m? 11— GZiRRm
IR .

vl A BEAT W 2 e Ko 75 3 3 i i B P I T 7 o X R R 8 2 i R AT R O IE T 7T . T
SRAE 2V A W BAEI6 T IR 32 2, 200 A 7 A B X AR LT BEAF A I fE 3

FEAE A dh e IR, R OB A R e 2 1 i, O LI S L. o
MR 7L T4 2 FH 24

RS RN RIS S R 2T LN o L Y T e e s
S BRI LT R 31 IR A7 T BURRE, ST DO FUNMIE L 3 A bt WAL R
LER

[LEA#]
18 % VLT JL3E FH 24 1Y) 22 4 A7 2O E i R A 3L
[ZFEHZ]

TEE RN Z R RERE AT 6696 B35, 245 (37%) FIEFHER>65%: ARMA
125 (38%) i, HuZEKIAZH120 (36%) . A fh2H>65% B3 1t 2 o gt e v o7 g ) A e 7
CRARFR ST K T H SR IA . (RPN R P AL IR 5.5543 0 H, o 2 i Fr 2 1)
8.0549MH) o« KA FER>65Z WM EEF T, 40% (n=46) 1 EFH H I T %M
(CR+PR) , TiHhZERKMAA18% (n=21) . ARFAA<S0L . 51~64% Fi>65% 1) 3 rh3Al
4A R EAFH R A Z 7350 964% T8%AN175% .

AT INEE T, 2655 5FREEA LSV ERA BRER; HAHR
B2 R B R A 4 PR E R 2 R R A i O SR B

(MBI ]

PRGN B AR I B, WS K2 ta R P450 (CYP) B§R 1A2. 2C9. 2C19,
2D6 1 3A4 F15580H 7. BT CYP2D6 XM & A KA HIEAH AR (7%) , #n] LT IEAR
B CYP2D6 A2 520 ) 455 A K IR B4R 73 A

29 /46



FE— TR AR AT 7, YR T AR (CYP3A4 BRI X8 1K 254K
NIRRT, 12 BB E B SR Bos il B ok AUC ~FEMEBIN T 35%. DIk, 240l
K5 CYP3IA4 HMHIGH CUnBR FEmt . AFEARE D & A R 3 AT s D) A

fE— TV AR BT H, PR 7 BSEHME (CYP2C19 SRR XA 1K 1
B S IPERT, 17 B 5 A8 45 R 87 FER I B 2 K i 244030 70 22 JE B B 5

TE— T2 AH FAE FR 50 R VR FIAESE (CYP3A4 385 557D X E K I 2K8) /1%
MIPERT, 6 4 3 B Bos il & ek AUC P EMEREMT 45%. DL, AMEFEAM S CYP3A4
SIEFAIEGH, FOVHABIET 2K CYP3A4 I FAIWARE . RGP K%,
KU ZMEL I, E ISV AR IS PF T CYP3A4 55175 377 Hh &R FR 11
7 44 8 AR e B B 2 K K 249430 1 2480 2 532 .

£ A KW, W T SE B MIR e S T IER B oK BE T, 21
1) 2B IR 45 R Wos i oK AUC “PEIMERIN T 17% o BEE RN BRI R 1E
e ARG T, A0 PRI R 1 R A 24 )t AR IUARIE A st TURDAE A 4 7% o AR08 A iR T
I, 5 D I L IRHTRE PR 24 R 3 B IR K, I i HomE PR 24 177 &

TR ARG F AT RE 2 51k A B AR 2R A I 250 (et . PO EEZS .
R 2 R B fth T2 K 51 ke s PR K 25420

(A E]

T F IR O ML 22 A PE GBS TR, S IKE S 70 (B mg/m?® T 249 A9 i PR AE A7 77
B 23 ) 50N, Wi AR RIS AIBET A 5 oIR8 7 P AR AT I 1 T PR I 4
WINOAETHEZRT . B PRBOLAEG, SWEE QT MINEAUIEM. B4 T 3.0mg/m® &
HmilE (LONImRHERE AR 2 ) , AR 1/ RIURnE, #mEMZE 12~14
/NIFAET

AR T2 B TR 2 A5 A B B S R AE RV S A AR B /N /b
A, HATHBLEOEER A

MTCAS i B R R AR 2 . — B AR R, BRI B A AR AL, JERIUCCRNT
RUAGERF M CUnAMRL TR 29 R BEENLA 25D ARG -

[ RA% ]
BRI PMIGIT B R K K EE XA 1) 25 B B B I R BT 72
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NT VA S 2 R e, 3T 7 — IR > WA R G T B 3 R B 1
REI) 202 BB ST . 2900 RIEFR (M34100-025) o 321097 ALK
BN 6. K 15 X B FH NN AT DR R EIEAT T 4.

FRIKEE TAN, BN 1.3me/m?, BFRVESS 20K, ESES 2 FEFZ 10 R (B 21 KA
LAY, Bk 8 AT, WP REITEIE, XGEIAT MBI AT IR AL
B SOV AR E: S INIE SR 1

2 15: B NBERIIR R S 45

JABI%=202
BERHME
SRR GERED 59 (34, 84)
PRl 5/ & 60% / 40%
NAf: mnZR AR/ B/ Hoth 81% / 10% / 8%
R IRAE I ARBLIT73<70 20%
1418 F<100g/L 44%
I /RTHE<75%10%/L 21%
PR RHIE
HHEREA (%) : 1gG/1gA / 5k 60% / 24% / 14%
B~k B T A7 %L (mg/L) 3.5
JULEFE B2 A7 4 (ml/min) 73.9
S H A A 2 35%
13 5 Qe fAcii ok 15%
W2 R VB BER S5 R SR (R T A (D 4.0
BEZIEIT
R, anHbZEKFA . VAD 99%
FEATGEAGT,  anERinES . VBMCP 92%
EMEREEZR, W1 VAD. KIERRR 81%
FEART VO T BE i IR T 83%
220 FRWFEST 98%
25 FR =AY 92%
He52 FIRFTR IR YT 66%
R Fanfafets / e s EinT 64%
S R0 B HE R AR 44%
T HEAE OB I S N

Xf A b B ZIEIT YT RUE LA T2 16 H e XA G2 2 i B SZ B 1T 2R B SRR Bladé
ENRKEBMBFERE . TREMEREHE T RAMMNT 5%, M-EERED 100%, o b
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VKA RATE (TFD) o 3% 16 RN A 71/ SWOG FrifEHIE M . SWOG ZZAf 25K
137 M- H IR D>T5%H / BUK M- HIB>90%. X 188 Bl e #EAT T B0t . 9 0 38 A
PR AN AT B ASREREAT T RPP o 5 491 283 DRI RT3V o i A i e HE B 7 80P A7

98% ) B F 2 T HIUAFE 1.3mg/m?. it 28% 1 B fE AR 4ERF IR, A 33%
FEEERE ISR R T AR 63%MEEEM RS/ D REFE T —FF&E. 8%,
NG, BEBFSHEEZ 2 NMTRAARNIRIT .. AETRERPFYEN 6.

FRA LR TR A 38 K (B 30~127 KD &
i S AP T R AL O 16 M H (GER 1~18 1M H)D

F16: s R s

TR (B BZIEIT) N=188 N (%) (95%CI)
HZEFE (Bladé) (CR+PR) 52 (27.7%) (21, 35)
TR (CR) ! 5 (2.7%) (1, 6
Worazfik (PR) 2 47 (25%) (19, 32
K2 Mk (SWOG) 3 33 (17.6%) (12, 24)
Kaplan-Meier fili 11 () Z& fif FF 42 6 [A] A7 5 (95%CD 365 K (224, NE)

VSERCER: BEOREHEPEAMNT 5%, M-FEARD 100%, o b e Bk i dF) .

¥Ry AR ERED 6 FIKIE, IiE M-8 I /D>50%M1 / B8R M-8 FI80>90%; 85 FIE %
PIERZER (SWOG) « ZEREAD 6 MPTUNE, [Mig M- EIRAD>75%M / 8UR M-EH D>
>90%; FEHIE BIRERIE o

TELLIF O, S I AR 5 8 852 V097 IR BRI 5% . HHEH KA KT 50%
oE A M A% 5 1 R B AR S R AR A AT BE 1 o R0 FPOW B B A S X 13 5 ek
R EH R

T 54191 % % VB BIORE A AT B ROS RIFA (M34100-24) R, FERTASERK 1.0
mg/m’ 5 1.3 mg/m?, ARV 2, L2 R, 125 1. BIAFIEIIIGE R R, M
Zefif % (CR+PR) 73508 30% (8/27) #138% (10/26) -

ZOEZ MU BRTEE RN Z K EERRENL. TR R 5
E—TEPRYE. ATREME. BENL (11D 2 EWIFECE I 88 E R 5 [M34101-039

(APEX)1,  FEH 1 A it 5 R ) s ZE KRR X R g Bt N 1) (TTP) WU /E I, Ak
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KN T 669 B Hzid 1 B 3 Fiia )T B ReVE 2 A A BB 8 o X TR R S R R A
IR 1 LR I SR AR 2 ALIE 2 9 b 2 2 UL _E BRI/ THE<50000/uL (& A FES N
6. FEXT 627 Bl B HEAT T R

SERRAIEGEZIBITIRE (1P 1 FELED |« BUERITIATT I 25500 2 e 1 B[]
(e — M B BRI T )5 6 AN H WBOmHEE S&Js—Miasr 6 MHJEEK) ik
) Bo-TERE H /KT (<2.5mg/L 5>2.5mg/L)

B I B AHAN I LI R RFAE WK 17

R 17 T T 0 A 63 ) ik 2 B R R 2 301 ) 5 AR A

BEFFE A HbFEKAA
N=333 N=336
SRR AT L (FERED 62.0 (33, 84) 61.0 (27, 86)
ol B/ & 56% / 44% 60% / 40%
Fige: mimEN /BN HAh 90% / 6% / 4% 88% / 7% / 5%
R IR TTIRBLIE53<70 13% 17%
4T 8 FH<100g/L 32% 28%
I/ $<75%10%/L 6% 4%
BRI (%) : I1gG/IgA / #258% 60% / 23% / 12% 59% /24% / 13%
Bo- T BR 2 1 H A7 # (mg/L) 3.7 3.6
H & HH A 5 (g/L) 39.0 39.0
JILEF I B 2 <30ml/min [n (%)] 17 (5%) 11 3%)
SR Z R R 5 R B B AL 3
() 3.5 3.1
221897 IR B
H o7 % 2 2
—MaIT 40% 35%
— ML 69T 60% 65%
R B (N=333) (N=336)
B AT R [ i, Wb ZEKAS . VAD 98% 99%
WA EM & R, W VAD. KIEEE 77% 76%
MR ATATEAGTR], WA, VBMCP 91% 92%
W SRRV R FE R BRI6 T 48% 50%
12 KARAChE 74% 72%
P52 T2 A AR/ L At v 70 BT v 67% 68%

W 12 51 ) B AR PSR K VR T

3%

2%

TR R EAE R T 8 NTREN) (BTAE 3 D VRITJRHEZ T 3 NTAR (BT S
J) VEIT . 1E 3 FAIT R, BOMEH KA AN 1.3mg/m?, BFEVEST 2 Wk, SRS 2 A (/)
FES 1. 4. SHI 11 RyFESH) JE1EZ5 10 K (RIMEE 12 255 21 KD o 78 5 ARITH, Sl
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W25 F A 1.3mg/m?, SERIVEST 1k, SRS 4 B (EIFESS 1. 8. 15 Fl1 22 RiEHD) 5=
Zi13 K (RIMEE 23 £5 35 K) o

HhFERIA B BAERZ T 4 /TR CRRTHE S D T 82 T ST RE (CRITHE 4
FD BIT. 1R S AMEITH, 1 REF 4R, FOREN 12 KA 17 KREH 20 KR
FEKFD 40mg/ K, ZJGfs2hy 15K (BIMES 21 25 35 °K) o £ 4 AR, 81 REH 4
KA 2 KA 40mg/ K, ZJat52524 K (RIMEE 5 B 528 K) o K AR ZEKKA B
TR 11D S5 A N S 1 G A 6 v 42 SR b ) B R VR R T AR R YT

At B RN R BEAT T T 2 e, shEERRA AR RS 2. AR A,
P BEHL 7> AN ZE K R AL i) G RO R S A BT o RIS A5 IE I AT e A i G it 20 A
TR g iy, BTV AR (n=534) HIBEVI AL EcE N 8.3 M H .

KA AE 8T CRRITHE 3 D Wy I, 34%HI B T 20 1 M RIE AN,
FEA I ANTRETHE 13%MEHEEZ T2 1AFIRIA S ke oA 5 14 25 83
A2 22, JHFEZ 15 44, HUZEKAN 4 ATRE CRPTHE S D 7R, 40%MEsies 78
D AUAFIE M ZERRS, TEAT 9 MTRPE 6% M EFHEZ T 20 1 MR ZER.

B3k T B ARG A A R 2 I 1) A T R AR R LR 18 B B B R R R AL
(EBMT) HIFRHERIFT MR AIBERE . 58222 (CR) « ZEOREFETRAMANT 5%, MiF
M-ZE D 100%, Sl e kel AvE (IFD) « 0% (PR) « ZREADE 6 A
WA TP, LG M-8 HD>50%M / BUR M-8 E > >90%; 4% 155 1B B A6 E -
R 5 A% (nCR) 58 UL B T A 58 A AR AR L35 B A UK 4 R M- A 100%,
AFLTE G5 [F] 5 B PR I A7 T 2 M2 (TF)

R 18: T HIBEHLIR AR 156 (A7 R e i

P h B WSz —MiRIT Wz — MLl BIRIT
A Hiy ZE KA A H FEK A i FEKAL
24
TR R n=333 n=336 n=132 n=119 n=200 n=217
ZE IR ] —
H1E n (%) 147(44) 196(58) 55(42) | 64(54) | 92(46) | 132(61)

6.2 H 3.5 H 7.0 A 5.6 A 49 A 29 H
(3.4,6.3)
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HFAZE? (95% CI) (4.9,69) | (2.9,42) | (6.2,8.8) (4.2,63) | (2.8,3.5)

AR EE 0.55 0.55 0.54

(95% CI) (0.44, 0.69) (0.38,0.81) (0.41,0.72)
plic <0.0001 0.0019 <0.0001
HAFETT) n (%) 51(15) 84(25) 12(9) 24(20) 39(20) 60(28)

AR 0.57 0.39 0.65

(95% CI) (0.40, 0.81) (0.19,0.81) (0.43,0.97)

p fA ¢ <0.05 <0.05 <0.05

SR

IR e n = 627 n=315 n=312 n=128 n=110 n=187 n=202

CR' n (%) 20(6) 2(<1) 8(6) 2(2) 12(6) 0(0)

PR n(%) 101(32) 54(17) 4938) | 27(25) 52(28) 27(13)

nCR" n(%) 21(7) 3(<1) 8(6) 2(2) 13(7) 1(<1)

CR + PR n (%) 121 (38) 56 (18) 57(45) | 29(26) 64(34) 27(13)
plth <0.0001 0.0035 <0.0001

G Fe BRI (H] ) L

Hn

CRf 9.9 H NE! 9.9 H NE 6.3 H NA

nCRf 11.5 H 92 H NE NE 11.5 A 92 H

CR + PRf 8.0 5.6 8.1 H 6.2 H 7.8 H 4.1 A

@ Kaplan-Meier 1.

b XU R i COX EL A — U R LAYR ST A 9 AL AR R AR R0 o KR EL /N T 1 BB A iy

PLFH

© p {EHE BB ER RN KR log-rank K46 753 .

¢ ANBERRIRS I p {E

© MRV R BIE RIS E SR LB AT PP HA% 52 b — AR IR R T K R .

f EBMT #5ifE; nCR £ & EBMT ff) CR brif, (B IF ¥FAY: . 7€ EBMT fnifEd, nCR £

¥EIE PR .
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e L2, IF 45 RARH.

h Z2iEZ(CR + PR)I p {E /2 173 )2 Rl = KL IE /5 1) Cochran-Mantel-Haenszel -~ 77 35753 211 .
PRV .

FAER, MR R .

REWITHIZ RKIEFBEREIBENL. FHBUE R AR

1E 682 4 B AT —TUE PR 2 Aot ATRETE. BEHL (1:1)s 22 MIFF e T3 AR
IMMY-3002 (VISTA)H, BFFiE MP BLEITZMHEL, A& (1.3mgm?) A H MP BEEITIE
Je ] LS REIRTT I 2 R VE R AR I R R R R (TTP) « KB R 9 A4
STRE (L9548, # HOUBR I e BRI 52 I FE 1 R AT H2 L& b yRyT o R IR SR 2R (A
LSRRI RFIE WL 19,

R 19: VISTA {56 & (1 5L 2 {5 AN BE 2 3T (K o R Ak

AR MP 4 MP 4
BERFA N=344 N=338
SRR (JERD 71.0 (57, 90) 71.0 (48, 91)
PR B/ 51% / 49% 49% / 51%
Fhoge: mmRNALM A/ BN/ A 88% / 10% / 1% / 1% 87% / 11% / 2% / 0%
R R TPRILVE73<70 35% 33%
M4 A <100 g/L 37% 36%
I/ <75 % 10°/L <1% 1%
HRERA (%) : 1gG/IgA/fEE 64% / 24% / 8% 62% / 26% / 8%
Bo- TR EE A7 5 (mg/L) 42 43
H & H A2 (g/L) 33.0 33.0
JIUEF I Bk 2 <30ml/min [n (%)] 20 (6%) 16 (5%)

e AT, PAZREYT 163 M, EEFFFE fi——2Bw I A 28 3,

MP 4B # A8 EIAR A MP 8529697 . (R AIRETT 60.1 A H I X A 7 s kAT S X
B RETEIREAYT PER T UUASCAEERIAT TR, AfmER MP AP iR mes 7/
it E L AEAEHR RS (HR=0.695; p=0.00043) . MP A KA ELE S A 43.1 M H, AfbE
F MP AL A7 18 56.4 A H 97 804 LR 20,

2 20: VISTA 5 1A R o3 #r e 25
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STRA R e MP A MP 41
n=344 n=338
EXSrprdaa |
Hfk n (%) 101 (29) 152 (45)
RALEL: (95%CT) 20.7 A 150 A
(17.6,24.7) (14.1,17.9)
JRU B o 0.54
(95%CT) (0.42, 0.70)
pfE e 0.000002
Toit R
H n (%) 135 (39) 190 (56)
HALE e (95%CI) 18.3 A 14.0 A
(16.6,21.7) (11.1,15.0)
A L 0.61
(95%CT) (0.49, 0.76)
pfic 0.00001
BN
FFGETD) n (%) 176 (51.2) 211 (62.4)
HALE: (95%CI) 56.4 H 431 H
(52.8, 60.9) (35.3,48.3)
JRUBR L b 0.695
(95%CI) (0.567, 0.852)
R 0.00043
% n=337 n=331
T e n =668
CR' n (%) 102 (30) 12 (4)
PR n (%) 136 (40) 103 (31)
nCR n (%) 5(1) 0
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CR + PR n (%) 238 (71) 115 (35)
p {8 ¢ <1071
Mm¥E-M EA TR n=336 n=331
i EL € n=667
>=90% n (%) 151 (45) 34 (10)
CR 1 PR 5/ o tH B E IR AR IS
]
SRDA 1.4 A 42 A
AR RF SR 1] (K B
CR' 24.0 A 12.8 A
CR + PR 19.9 H 13.1 13
Z R RIGIT T I8
H1F n (%) 224 (65.1) 260 (76.9)
A e (95%CI) 27.0 H 19.2 A
(24.7,31.1) (17.0,21.0)
U 0.557
(95%CT) (0.462,0.671)
pfE® (< 0.000001)
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e AN RET 163 AR ALBE Y 08T, BT TR A o 2 5T
FRAZBET T 60.170H .

@ Kaplan-MeieriFf .

PRI LR FE T ERER (B-fukER . BERAMHX) & IEEHCOX A — KUK
PRI AR RS EE /N T 1 U BAS i & FIMPALAT T 55

CplERET WD ZENER (B-MEREA. AERAMMX) KIEE K722 log-rankis K15
#.

4 G (CR + PR)HIpMEJE 43 2 Rl K2 IE 5 ) Cochran-Mantel-Haenszel < 77 £ 4643
.

LR, ELARE R L EA W PR A R
PEBMTHxE -

¢ {ir g BB WA BB LR

MEAE60. 14 B HR A B D7 39 A A7 R AT T
NE: KPPk

o R o A RO B B A

EIRRZRTT 2 R BER T AL 41 GIh RS, ot 20 BIREENL 0 AAS SR A
MP 6774, 21 BIFEEENL P AN MP iR T4 . 3% 21 B 1 o B B AL A Rk o g 2R

% 21: VISTA uU6 b o [ 8 WA 1A R e A R

TR R MP 4 & AR MP 4
n=21 n=20
2B R AT IR
F n (%) 14 (67) 9 (45)
1.1 A 148 A
A (95%CI)
(8.4,15.7) (7.2,NE )
JRE L 0.468
(95%CT) (0.183; 1.199)
p i 0.10676
Tt R
FF n (%) 19 (90) 12 (60)
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9.7 H 9.6 H
HALEL (95%CI)
(7.3,12.6) (6.2,NE)

A 0.604

(95%CI) (0.279; 1.309)

pfE 0.1975

HE n (%) 9 (43) 4 (20)

AU e 0.385

(95%CI) (0.117; 1.259)

p 0.10135

CR n (%) 0 (» 8 (40)

PR n (%) 5 Q24 5 (25

CR + PR n (%) 5 (24) 13 (65)

Lkt 6.1 (1.4, 272

pfE 0.01112

NE: Hi3Ffh
e RPTARS RET 16,30 H K A BE 204
R B2 Bk B R ) T HA B I PR A 7

FE— TP . B 290k 56 T [M34103-053 (PINNACLE) WY 1AM TRy &2
KA BHE VR S A P Ik R R 1 22 A AR R, ARIG I 155 1) s T o 2=/ 4%
W —URIT Hm e . B MR 8o 65 2 (42~89 %) , i 81% K H 1, 92%K
HNo T5%MEFHA — B Z ST IMELL, 77%0EE R T 24 MR IV . 91%1 &
TR G BRI TT 2 — MR R REORTERENR . PIBEBE AN 25 i, 37%H) 8
XL IR G — MRIT TN . s IOHER R B2 1.3mg/m?, & 2k, B2 ) (FEH 1.
4. 8 AN 11 Réady, ZJaiRE 10 KD o FrAf A amiasr fEE K Anayr MNEGE 4 Gu
Hl: 1170, XA ah SR 8 1 A2 8. WEe AR I IT Ja MR IR 22, 1K
HE [ PRt i 2 22 b i (International Workshop Response Criteria, IWRC) « & T4} CT 944
PRSI ST TR 7 VRN 8 A IR T e B i
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WA B H IR BT 13 N A, AT RS R, 1 FEAF KK Kaplan
Meier Pl /& 69%, MM EE T 1- FALFH N Kaplan Meier PPl & 94%, 1AF] CR 8
CRu [ 3 1- SEAA7 % Kaplan Meier P4 & 100% o

22 Bk IR K 1S A R Al L e g

AT AHT(N = 141) N (%) 95% ClI
RZE#% (IWRC) (CR + CRu + PR) 47 (33) (26, 42)
e (CR + CRu) 11(8) (4, 14)
CR 9 (6) (3,12)
CRu 2(1) (0, 5)
B 2 fi#(PR) 36 (26) (19, 34)
B R AR R 53T 2UIVE 95% CI
Kaplan-Merier £ (1) 22 i 477 22 I (]

CR + CRu + PR (N =47) 92 A (4.9, 13.5)
CR+ CRu(N=11) 135 A (13.5, NE)
Kaplan-Meier P-4l B 2955 15 3 R IS B (N = 155) 62 H (4.0,6.9)
** Kaplan-Merier P47 F145 245 (]3] CR + CRu (N =11) 13.8 H (13.4, NE)

2R RIS (R [E] A 4
CR + CRu + PR (N =47) 12.7 A (9.33, NE)
CR+CRu (N=11) 19.4 / (17.8, NE)

R E BRI SRR EARWC) e FH 197 R M7 0 (8 R AL T e N B AT wl o b, B2 /D AT id
1 REEL IR AN CELEE PTIRE ECRTPPRAS) IERE (N=14D) .

CRu=ARZ A 58 22 filt

NE=A A 14

N dr

(2525 ]
2B H]

BB VKR FL A AR R 268 1 MR BE A 1 MR i M (1 TR ). 268 HR IR AR
e MRKEARE S, WEEIZRANERR. ZREABEEELR TR REAE
AL R E R R EEARH], I4ERFA I A RS . SR A KIR SO AH ML N 2 2005 5 I
L, SRR I RS AS LB = S BRSBTS . TR 268 8 B A R4l Rl EL X et
) B KA o AR St S 0 B0 5 e oK 22 P S 2R (1 e A 0 LA A B o Il PR T B A TR A
P 6 I WA 5 Ve oK RE NS IE S 00 155 2 R M i ERE E 9 R IR A 1
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PRAMRGS . BRSSP R B R, A e oK RE NS e a3t ol i 4 20 AL AT L
P, HAMGECE QML T RE . IR AR AT AR AR AR i 7 0 1R A SR ST 1 PR AR 1 22 e
B R B SR

TR T Img/m® Al 1.3mg/m* IR EVOK)E CFRIEKF n=12) , X F4iih
208 F& A BRI PE I BRI ST 2R IS 2S5 5 /08P 1 mg/m? Al 1.3mg/m’ 7
B 208 & AREAA KA F BRI . Tmg/m? AT 1.3mg/m? 25 24751 12 ) 5 K30 1) 71
I3l 70%3) 84%F1 73%%] 83%.

FH R
KA T BB HEER A G B A4 2R 3t T sh ik se: (BP 2 WA 2 ke 2y, BE)G
PRB— D, W3 ) 7 0 45 B B 7 RN I AR R DA K 8 il . R A AR R

GGt WS 0 e K A e B R AL HE A R KA A A e L R BE AR AR DL SRR R
FHBAT AR . BEAh, K. HRIE AL I 7 2 kb AR B

O T

Wrzs T4 2 A5 Tl ARAE A R RO B Ve K T i o0 R Tk v, B e A DA™ S A AT PR
JE ORISEIEL LG 12 B 14 /PIET . KTEET 1.2mg/m’* (578 0] 53 % 0 IESHUH
LS R AR LA o WFFE S Bl B VKT 205 TR P R AR 2 A, o Bl 1L
FERER 2 25 iU W B 7O IU L. JORERIASE .

UL U

o [ B B O B 40 A A G B A g AR U6 7 B B VK B I R AR (e AR &5 g ey
A2) o Ames TR/ R4 A R BG4 SRR s il B 1 KA s A R

A GG

RIS AE B BT IT, (B4R RG ARG P A AL AT 7. 6 DMHRIKR
FHRIG RN, FIE>03mg/m® (mRAET IR 1/4) WK T E 60 88 AR 1k, 7
N 1. 2mg/m? AT LSRG AT IR PE A . Al W] et S5 PR A (A B e A T E AL

Btk
1ol R AT B0 5 2 K ) S50 P
[Z4R3h %]
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SF 11 4528 M B R R IS AN 1.0mg/m? F1 1 3mg/m? J5, ERE (B 1K) 1
B N M2 BESSME 73 ) /2 57 71 112ng/ml. TEREJS LR 2 RE A IR 8 K I 2453 P 3404 14
Y 67 & 106ng/ml  (1.0mg/m> FE4) A1 89 & 120ng/ml (1.3mg/m* FIEH) . ZIk%LZ
J5 BRI Ve K (R~ 35 T B T2 40~193 /N Bl RIEAR L, BB VK B RG24 5 15
BREPL . 1.0mg/m® fl 1.3mg/m* 24 B R4 240 )5 M S ARIE BRISME 73 58 102 F1 1120/h , 1
1.0mg/m” F1 1.3mg/m* £H i 5 71 & ¥ S4B BRIDAELE 15~32 L/h 2 [A].

& LR (1 PK/PD BT H, 2 R VB 88 BB E 952 — X 1.3 mg/m’ FI B I F Kk 45 245
B N2 (BHEH n=14, W TAZ4HAn=17) Ja, WHEELHRNEGRELE
(AUCus) HH%. [ RAZHJEH Coax (20.4ng/mD) K T#HE (223ng/mD) 4525, AUCuhs JUAT
PHAZEEH 099, 90%E (5 X 8]y 80.18% ~ 122.80%.

or A

2 RN B B IRA 2 IR 1.0mg/m? BY 1.3mg/m? K G, BEAEAR
Iy AR A FME VO 2 489~1884L/m*, X Ui IR & K ml )2 oA TANE AR . RN
100~1000ng/ml B}, B A K5 AN LK 8 B 1P 456 %8 83%.

el

R FH A SOk A4 RN B AN B EUBEZ IR (cDNAD FRIAIIANM (2 P450 [F] T EEEAT 44
MR, B VOK 2 BLE I A (R P4S0 BE R 3A4. 2C19 Al 1A2 B LARE, &
£ 2D6 F1 2C9 AR, EBARULRA R EWMIRA, THR 2 XM, FiEdRELIE
JS LA =4 . E AR IR B e KA =P JE 1) 26S B ARG IR IVENE. 8 A BE4 Y
J&i 10 23BP A0 30 43Bh ) M 2 80 SR, 2 AR AR PR TR LG R 251K

HER
1o RS B 5 e R AE N AR Y IR BRI AR AT BT 9T
GRS IDN

X104 44 2 bk 2 40 P ot B S Tk BE A R 1 e LB AR (2~16 ) R IKAEE
1.3mg/m> B VoK, B 2 k. BEAZRB) 1 BoR, BB ORI BR 2 b A A R T ARG
TN, JURFEY) (%CV) FEBREAN 7.79 (25%) Lhr/m?®, B AEBA 834 (39%)
Lm?, JHERFEFIIN 100 (44%) /NI Gt R AL E AN D8040, ndeEid .
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PRERIPER, I e R TR B AN A AT I PR S SO . ) LEE B A LR B R AR R i AR
IR AR KT B 5 B A AR AU

[l AR PP 2 1) R R 3 5 22 K 245 28 2 B R o
FFDhReds i 85

PPN T 60 Al A AT Dh RE B A7 8B XTI B oK 2543 Jy 2 s, e ool 5 A oK)
TEHE 0.5 B 1.3mg/m’. 5 FFDIREIER BB F AL, BT DhRe 8 0 A 2 O3l 5 e K51
JA—ALJE I AUC. (B Fp R Bl 5 T Sh e 4503 28 wh il B (oK R A — 4K S 1 AUC 2918
FEINZ 60%. LA L B T T RE 4 45 1) B A P A dh I B AGR an 5T e, (R MLEAT )™

I

fein

Hp el

B

by
A
an
or

St
&
hESs
ch
i

FE—IZRB) 15 ge T, A FRR LR B DD Re i B F 1 WIHE R % (CrCL) 434
1E% (CrCL =60 ml/43%0/1.73 m*, n=12) , %3/ (CrCL=40~59 ml/5}%0/1.73 m*, n=10) ,
i (CrCL=20~39 ml/43%0/1.73 m*, n=9) FMEE (CrCL <20 ml/53#0/1.73 m*, n=3) .
AT FIENT HAEBEN G RG4S TARMIEE 801, AREMEIKAZMHEHR 0.7~1.3
mg/m?, B 2 K. REREE GIERIEER AUC Fl Cra) TES A G 7T LU,

[ 5]
B, AN 30 °C /A7
(%1
BEZmaRE: 1/ &
(Epie )
36 ™
(AT HrE]
JX20160089
[ D25 vEMHES 1

3.5mg: H20171086
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[ 3t =1

3.5mg: [H 25T J20171067
[A7=4k]

M4 FR:  BSP Pharmaceuticals S.p.A.

A e Hibk:  Via Appia Km 65, 561, 04013 Latina, Italy
[ 534k ]

M AFR: PO AR 2R A

il BRPGAE P AR AL 34 5

MBS fih: 710043

HLIE51: 400 888 9988

MILE:  http://www.xian-janssen.com.cn

[fEHA4H]

A EAEHUEIERT R ]S RSN 25°C NORTE, BLJE 8 /NN . BCHIE Y
VR RUTSLE 25 38 B S 2% A AN I 8 /NeE,  HRRITE 2 N R4 T~ 25 8 /T LA L

ARYFEHIA G AE 30°C LR RAE, 2197 R A,
AR VE R I

A SOOI 254, BT DLAE AT 26 6 SR, ROREUE 2 (o R HERE O I 5
FEH B IR LU G B e IRIR I, A 5% B ikl IR 8 R BRI, (HoR
RABBE -

A% it B A AME B R S T BOE T R R o R, AR UH TR RS, AR
PTES -

FER DT S VPR T 1)
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RN, (A 0.9% A AINIE A AR AS bt o TS RIS S . B . FEVE MR
FACVFIINE DU, HESR2G S A AT 75 H LS ANk o 5 LR BT (AR A
o BURURLA AN R A AR B o

I ST
Img A/ 3.5mg A i
WA (R BV
i s 1.0ml 3.5ml
C0.9% AN AR
Be il 5 i &R (mg/ml) 1.0mg/ml 1.0mg/ml
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